
Implant Innovations, Inc. k0_____
510(k) Premarket Notification - PreFormanceTM Post

510(k) Summary

EER I ZOUb

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of 21 CFR § 807.93

Submitter Implant Innovations, Inc.
4555 Riverside
Palm Beach Gardens, FL 33410

Contact Jim Banic
Regulatory Affairs Specialist
Implant Innovations, Inc.
4555 Riverside
Palm Beach Gardens, FL 33410
Tel. 561-776-6932
Fax. 561-514 6316
Email jbanic@3implant.com

Date Prepared November 11, 2005

Device Name PreFormance Post

Classification Name Dental Abutments

Device Class II
Classification Dental Devices Panel

21 CFR § 872.3630

Predicate GingiHue Abutments -> K871954
Devices GingiHue Pre-Angled Abutments -> K932123

Performance Performance standards have not been established by the
FDA under Section 514 of the Federal Food, Drug and
Cosmetic Act.

Device Description The PreFormance Post will be shaped similar to the
currently marketed GingiHue Post. However, the
PreFormance Post will be made of PEEK with a titanium
insert. The posts will be available in straight and 150 pre-
angled configurations. The collar height on the
PreFormance Post will be 4mm and 6mm and the post

0±.



Implant Innovations, Inc.
510(k) Premarket Notification - PreFormanceTm Post

height will be 7mm.

Indications for Use - The PreFormance Abutment Posts are intended for use as
an accessory to endosseous dental implants to support a
prosthetic device in a partially or fully edentulous patient.
They are intended for use to support single and multiple
unit prostheses in the mandible or maxilla for up to 180
days during endosseous and gingival healing. The
prostheses can be screw or cement retained to the
abutment.

Technological Substantial equivalence of the PreFormance Posts is
Characteristics based on:

1. Design features which are similar to the currently
available Gingil-ue Posts. The PreFormance Posts are
made of PEEK with a titanium insert

2. Performance testing. The proposed and currently
marketed devices are identical in terms of size,
biocompatibility, performance characteristics and basic
design.

Performance Testing Laboratory testing was conducted to determine device
functionality and conformance to design input
requirements, as well as FDA's Class II Special Controls
Guidance Document: Root-form Endosseous Dental
Implants and Endosseous Dental Abutments. Risk
Analysis was conducted in accordance with ISO 14971.

Conclusion The PreFormance Posts are equivalent to the Gingil-lue
Posts which provide similar functionality.








